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or characteristic that could signifi-
cantly affect a device’s safety or effec-
tiveness, manufacturers of any com-
mercially distributed class I device for
which FDA has granted an exemption
from the requirement of premarket no-
tification must still submit a pre-
market notification to FDA before in-
troducing or delivering for introduc-
tion into interstate commerce for com-
mercial distribution the device when:

(a) The device is intended for a use
different from its intended use before
May 28, 1976, or the device is intended
for a use different from the intended
use of a preamendments device to
which it had been determined to be
substantially equivalent; e.g., the de-
vice is intended for a different medical
purpose, or the device is intended for
lay use where the former intended use
was by health care professionals only;
or

(b) The modified device operates
using a different fundamental sci-
entific technology than that in use in
the device before May 28, 1976, e.g., a
surgical instrument cuts tissue with a
laser beam rather than with a sharp-
ened metal blade, or an in vitro diag-
nostic device detects or identifies in-
fectious agents by using a
deoxyribonucleic acid (DNA) probe or
nucleic acid hybridization technology
rather than culture or immunoassay
technology.

[54 FR 25043, June 12, 1989]

Subpart B—Biological Stains

§ 864.1850 Dye and chemical solution
stains.

(a) Identification. Dye and chemical
solution stains for medical purposes
are mixtures of synthetic or natural
dyes or nondye chemicals in solutions
used in staining cells and tissues for di-
agnostic histopathology,
cytopathology, or hematology.

(b) Classification. Class I. These de-
vices are exempt from the premarket
notification procedures in subpart E of
part 807. The devices are also exempt
from the current good manufacturing
practice regulations in part 820 of this
chapter, with the exception of § 820.180,
with respect to general requirements

concerning records, and § 820.198, with
respect to complaint files.

[45 FR 60583, Sept. 12, 1980, as amended at 54
FR 25044, June 12, 1989]

Subpart C—Cell And Tissue
Culture Products

§ 864.2220 Synthetic cell and tissue
culture media and components.

(a) Identification. Synthetic cell and
tissue culture media and components
are substances that are composed en-
tirely of defined components (e.g.,
amino acids, vitamins, inorganic salts,
etc.) that are essential for the survival
and development of cell lines of hu-
mans and other animals.

(b) Classification. Class I. These de-
vices are exempt from the premarket
notification procedures in subpart E of
part 807 of this chapter.

[45 FR 60583, Sept. 12, 1980, as amended at 54
FR 25044, June 12, 1989]

§ 864.2240 Cell and tissue culture sup-
plies and equipment.

(a) Identification. Cell and tissue cul-
ture supplies and equipment are de-
vices that are used to examine, propa-
gate, nourish, or grow cells and tissue
cultures. These include such articles as
slide culture chambers, perfusion and
roller apparatus, cell culture suspen-
sion systems, and tissue culture flasks,
disks, tubes, and roller bottles.

(b) Classification. Class I. These de-
vices are exempt from the premarket
notification procedures in subpart E of
part 807 of this chapter. If the devices
are not labeled or otherwise rep-
resented as sterile, they are exempt
from the current good manufacturing
practice regulations in part 820 of this
chapter, with the exception of § 820.180,
with respect to general requirements
concerning records, and § 820.198, with
respect to complaint files.

[45 FR 60584, Sept. 12, 1980, as amended at 54
FR 25044, June 12, 1989]

§ 864.2260 Chromosome culture kit.

(a) Identification. A chromosome cul-
ture kit is a device containing the nec-
essary ingredients (e.g., Minimum Es-
sential Media (MEM) of McCoy’s 5A
culture media, phytohemagglutinin,
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